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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
. Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 12 July 2006 , 
2a)S This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1. 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 15 and 16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim{s) 15 and 16 is/are rejected. 

?)□ Claim{s) is/are objected to. » 

8) 0 Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing{s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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Obviousness Rejection 

Claims 15 and 16 were rejected under 35 USC 103(a) as being unpatentable over Cerami 
et al (USP 5,853,703) in view of Reeves et al (US Pub. 2002/0004500). 
This rejection is maintained. 

Applicants argue that a proper case of obviousness has not been established since the 
"mere disclosure of a combination a combination of a vasopeptidase inhibitor and 
hydrochlorthiazide, without more" would not lead one of ordinary skill in the art to combine the 
thiazolium salt of the primary reference with hydrochlorothiazide of the secondary reference. 
"The fact that references can be modified or combined", Applicant continues, "does not render 
the combination obvious unless the prior art suggests the desirability of the combination." 
(Remarks, page 4, last two paragraphs on the page). 

The examiner does not agree. "Desirability" is the best basis for a prima facie case of 
obviousness, but it is not the onlv one. The previous examiner alluded to an altemative basis for 
establishing obviousness in her discussion of an expectation of no more than an "additive effect" 
at the first paragraph of page 4 of the previous Office action. The current examiner basically 
agrees with that reasoning, which finds it basis in well-established case law which holds that it is 
generally prima facie obvious to combine two compositions, each of which is taught by the prior 
art to be useful for the same purpose, in order to form a third composition to be used for the very 
same purpose; the idea of combining them flows logically fi-om their having been individually 
taught in the prior art. In re Kerkhoven , 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980); 
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In re Crockett, 279 F.2d 274, 126 USPQ 186 (CCPA 1960). As set forth therein, a proper case of 
obviousness may be established in this particular fact situation without demonstrating that the 
combination is "desirable"; similarly, the case law refutes Applicant's argument at the first 
paragraph of page 5 of the response that such combining is merely "obviousness to try". The 
"objective reason" for making the combination, contrary to Applicant's assertions of the second 
paragraph on page 5 of the response, does in fact flow fi-om their having been individually taught 
in the prior art as stated in the cited precedent. 

Technological Background Material 

The following prior art is made of record and, although not relied upon, is considered 
pertinent to applicant's disclosure. 

Messerli et al., "Are B-Blockers Efficacious as First-line Therapy for Hypertension in the 
Elderly?", JAMA, vol. 279, no. 23, pages 1903-1907 (1998), is cited to demonstrate the state of 
the art. It teaches that diuretics, including hydrochlorothiazide, have been and remain the 
standard first-line therapy of choice in treating hypertension in elderly patients, including those 
with isolated systolic hypertension. See the "Results" section at the righthand column on page 
1904, for instance. 



Application/Control Number: 09/905.188 



Art Unit: 1614 



Page 4 



Action is Final 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi'om the mailing date of this action, hi the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed imtil after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated firom the mailing date of the advisory action, hi no event, 
however, will the statutory period for reply expire later than SIX MONTHS firom the mailing 
date of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications firom the 
examiner should be directed to Frederick Krass whose telephone number is (571) 272-0580. The 
examiner can normally be reached on Monday-Friday firom 9:30AM to 6:00PM. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Ardin Marschel can be reached at (571) 272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
AppUcation Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Frederick Krass 
Primary Examiner 
Art Unit 1.61-4^ 



